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Novo Nordisk Pharmaceuticals, Inc.
Attention: Barry Reit, Ph.D.

Vice President, Regulatory Affairs
100 College Road West

Princeton, NJ 08540

Dear Dr. Reit:

Please refer to your supplemental new drug apphcatlon dated December 20 2000, reccxved
December 21, 2000, submutted under se ederal : e

NovolLog (insulin aspart {[rDNA origin] mjectlon)

We acknowledge receipt of your submissions dated February 7, June 21, October 24 and 25, and
December 11, 12, 18, 19 (3), 20, and 21, 2001.

This supplemental new drug apphcatxon provides for the use of Novolog with the following external
msulin pumps:

1. Disertronic H-TRON plus V100 with Disertronic 3.15 plastic cartridges and Classic or Tender
infusion sets, or

2. MiniMed Models 505, 506, or 507 with Minimed 3 mL syringes and Polyfin or Sof-set infusion
sets.

We have completed the review of this supplemental application, as amended, and have concluded that
adequate information has been presented to demonstrate that the drug product is safe and effective for
use as recommended in the agreed upon enclosed labeling text. Accordingly, the supplemental
application is approved effective on the date of this letter.

The final printed labeling (FPL) must be identical to the enclosed labeling (marked-up texts for the
package insert and for the patient package insert).

Please submit the copies of final printed labeling (FPL) electronically according to the guidance for
industry titled Providing Regulatory Submissions in Electronic Format - NDA (January 1999).
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Alternatively, you may submit 20 paper copies of the FPL as soon as it is available but no more than 30
days after it is printed. Please individually mount ten of the copies on heavy-weight paper or similar
material. For administrative purposes, this submission should be designated "FPL for approved .
supplement NDA 20-986/S-003." Approval of this submission by FDA is not required before the
labeling is used.

Be advised that, as of April 1, 1999, all applications for new active ingredients, new dosage forms, new
indications, new routes of administration, and new dosing regimens are required to contain an
assessment of the safety and effectiveness of the product in pediatric patients unless this requirement is
waived or deferred (63 FR 66632). We note that you have not fulfilled the requirements of 21 CFR
314.55 (o 601.27). However, in the interim, please submit your pediatric drug development plans
within 120 days from the date of this letter unless you believe a waiver is appropriate. Within
approximately 120 days of receipt of your pediatric drug development plan, we will review your plan
and notify you of its adequacy.

If you believe that this drug qualifies for a waiver of the pediatric study requirement, you should submit a
request for a waiver with supporting information and documentation in accordance thh the provisions
of21 CFR 314.55 wnhm 60 days from the date of this letter. We will notify you wi e
: a waiver 1s granted. If a waiver is not granted, we wxll ask you to

submit your pediatric drug development plans within 120 days from the date of denial of the waiver.

In addition, please submit three copies of the introductory promotional matenals that you propose to use
for this product. All proposed matenials should be submitted in draft or mock-up form, not final print..-
Please submit one copy to this Division and two copies of both the promotional matenials and the
package insert directly to:

Division of Drug Marketing, Advertising, and Commumcatlons, HFD-42
Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857 -

If a letter communicating important information about this drug product (i.e., a "Dear Health Care
Professional" letter) is issued to physicians and others responsible for patient care, we request that you
submit a copy of the letter to this NDA and a copy to the following address:

MEDWATCH, HF-2
FDA

5600 Fishers Lane
Rockville, MD 20857

Please submit one market package of the drug product when it is available.
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We remind you that you must comply with the requirements for an approved NDA set forth under
21 CFR 314.80 and 314.81.

Aﬁhough it is not an approvability issue, we recommend that you collect data by using the attached
questionnaire, or something similar, for patients who use an external insulin infusion pump to permit
systematic collection of information relative to adverse events that may occur.

If you have any questions, call Julie Rhee, Regulatory Project Manager, at (301) 827-6424.
Sincerely,
{See appended electronic signature page)}

David G. Orloff, M.D.
Director
Davision of Metabolic
and Endocrine Drug Products, HFD-510
Office of Drug Evaluation II

Ce_njer for Drug Evaluation and Research

Enclosures 1. Marked-up physician insert
2. Marked-up patient insert

3. Pump questionnaire
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